'<f^l TT° T^-33004/99 


REGD. NO. D. L.-33004/99 


3lRcT ort 

(The (Saxette of 3udia 

3UIHMKUI 

EXTRAORDINARY 


*TFT II—3—’3TT-T3US (i) 
PART II—Section 3—Sub-section (i) 

yiRi<*)H % y chi Run 
PUBLISHED BY AUTHORITY 


a, 677] ^ Htq qR, 29, 2008/tfq 8, 1930 

No. 6771_ NEW DELHI, MONDAY, DECEMBER 29, 2008/PAUSA 8, 1930 


3^? MR«K 4K"t||Uf 

(snr^, -qRr fferfawr, fro ^ f*r*TPT) 

3rf*HJ5HT 

2008 

'RT.W.ft. 893(37). — sfafq 3?R 3RTT*FT WW\ IWT, 1945 ^iT 3?fc Rpmt PiHfaPod 

TTTF9, t, 3TTRfq 3frc W*FT WTTft 3TfafWT, 1940 ( 1940 23) ^ ^TCI 33^ ?RT Wf 

^if^RFTf WT ^ T^RT "37# ^ ^ oUpW^* ^ ^ H+lftld ^FTT t 3^ ^F ^rT 

t^tTf WT t % TT3P7F 4 FR srftRj^TT ^ Rl^fcfe qf #?f ^ 3FFT7R 3 %^T fcflf ^ mfa rrirt 

Fft c£ w Rpmf FT tOT ^T^TTl 

3TT^T ^TT5f, qfc ^ t, Rfacf, 371^, q ypffer PdP+cHI, ftt£ ^ (3TT^) 

$k qfc^R <b<rn\v\ hw, riwI-m U*w w, M T^i-\ 10001 ^ ^1 t, 

STTSJ^f qj ^^TToff FT,^ 311^9f^RTf ^"^T^cToqpKi fqPiR^ 3T^fy ^ *frcR Mi'-a Ftd, <**1^ 

«<.<=& K fa^K 

yi£\9 Pi^ih 

1. (D twrf qm sfafy 37k w*et sm\ (^*fR#yq) Rm, 2008 ii 

(2) ^ WTF k W7H ~£\ FRfe k ~£\ 3T^fy Wm Fft ^ FT^yf^Flndl 

2. 3dyfy 37k W*PT RRTTft fW7, 1945 k fw 169 ^ rHHfdf^'d fWT T^T ‘STTinn, 3T«rf^ :— 

"170 *nrw ^ 3ir^, u^f ^rft aWsraf 3ik 3^ nrfqftsfi 3fWWf ^ ^ichi f^vn Rr^?r” 

g>. ■qf^m 

fq^ ^Tcfr ^ mkmR 4> afNfyqf ^ ^ 3 -qqfcr ^ ti qrc?r q wf^i sM' qft 65% 

sn^Kt 3mt inqfqqr yfrqqf srmq^nsff qd ^tt ^ 3tt^ 3ttr 3^ftftq wn m wt ti 

qfrqqf q>r rprq 7 ! 40% 3 h^k hh'hR^ ^ fV^i ^i^i "ti Rtcfl “d 71% ^Fraisqf 3tir 

.h l elT^^ I qft 40% ^TTOTT zfoM' ^ WlhT wt tl U<b Rid ^7ff ^f M<MR=h, TT^T 3fR ^fh^rf^RTT 3Tfe 

dl4>Riq Ft TFt t l ^TTTcT 30^1 (311^4, qRl, ^iiil, f^ qq t^f^c^T MoSPa^l ^ qi^Ff V W^T '-(R-cPTl 

■^T3Tf qd q^KT PdfaoHim i fa^T , 3 N-Mc!mT, 3dt|yMyf, RlPHnWl WTff, HM4»«i4 3 tR ^imchlTH ^T^rt' ^ ^ fwel 

( 1 ) 
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rt warn ^rr w 11 arpjk, fer 3k Otof$) akrat (Ffenwr 

kkt % 4 <if?rlRsld)> 3R4 MR^fe akferf R?WT 3kkf % ^ 

t) mT akikrar afen % wfe ftror k ^fenrr wl ft fen ftfeffk 

kkf 3k qR#r wfe akfkff % *^Nfi kl Pd4>P«d tor w ti ft fen PfeiPk 
faeM 3k 3T^RIFT RFR, ^!4H M«elPd4i IRR ^ kj 4k fcM k 

cfRRT t d l feR PT 43T ?T#T ^ 3TFjk, fesT, ^TRt k 3T^I mkReb 3kM 4 ftfem d*n 
f % feFTCT k SRk % WZ WZ FT akfefi % W**4 wft ^p-^T k 4F^ ^TT *ft 11 


< 


FT felT ftfeff °HT OTkT 3T^TNR klkfe, feffeT M^TI^M, 3TFjk, k 
afNfe srfrpqtrTT3qf 3kSlfetflM %ffekk ^?T %^4^TRRlfeTTOT| I 

*ttft 3 aiFpfe ft^r ak ak«tf Trar 3RT *nkffc> akrfkf 4 >t kntarFR 4 

3TT^fe fe* ak <JHm 1 3lWl 
^ 3kfc ^ TRTPTT TTRlft 3lMkH, 1940 4RT 3 4 fe RR mR^MIMI % 3TJRR R£T % 3TJ^ 
PdldlHd I 




Rl If IL?fc *:ti UKC L2I • EI CIEi? 





3kk3ky*n^wk3kfkmJ940^3R^^(l)%sjz^4^4^i^3krei 
3#kT 3k IRTRTT TflRlft 3#JOTH, 1940 ^ *TKT (k) 4 ^WT ^ffetkd 3TT*jk, faff 3k 
^h\ 3$m\ % kksm, (3*rkR ctf wt^r) % w 4 ki 

nfekri 

feft I ak II % skkr amfkfer |fkRT i^ik kMkr srrokcT akrfki 

^TRTk 3?k#rRfef%^fRT3{mkd 3Mkri 

IW % 3T^RR faPfelH ^TeRT 

fT^-^^RnvRR 

4T,4Tl 3k^f%3^TRT3RI 

a?Fjkr> fans 3k -^hih) akkf ak 3Ri MW«k4> akkkf % ffe krffer ^ 


: fHHPrfed ferr iHkT 3iR[k, fro ^k ak^f ?Rrr 3 ri w# akfeit % ffe 
^ a^pkicr 1 1 ft wr 4 fek 3Tku3frktTnkt wn 

1 nr wfeiwli 



3R^ffe PdMIcWdl kferj 


(1) arafii:- 2-12 fdfcjldddl3R44H P+q 'dl^ dfell I 
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(2) trsj differ:- toM fenro 3 tor TO % ffe TO ^ fen tot fefe i 

3Uc|*q<*cll-JtfK «TFT f^fiq ^TT ^Icpcl |T I 

( 3 ) stir tot fefefero fen ^ttoTOi 

( 4 ) tnjjafi fe trstt:- TOn fet 3 ^ 5 TO (feffe feqr 2 nn ^t^rr) ^ mfe hisiptct w 
%fer fero fen ^TT^cn t i 

(5) afefa TO sJTrrrfe:- TO TO ^t fefe M\U* dfer fero fen ^t to?tt 1 1 

(6) TOfa TO *rrai:- aTOr TO cjr ^ ^nr 3 ffew TO 4 nfer nr tot to -^qrorror 

TOfe TO mi^i 3^ MNl ^ TOTOf ^Idl TOTO feTO tfcd^T iTOidrlcll <icd?l fel t' TOn HI 31 

TO sq toritot 3TW q? fTOr tot TOq i ^5T TO 3TWR nfen 3 TOfe n^TO ^T q^n 
to^t infer nnpr TO TOTOn TOn m%q i 

(7) fl^Qriqi TO? TOT:- ^T^feTO fe TOT TO f^TOfeteel TO (i) ^ (ii) nT ffefe fen TOT 
^nftqi 

i. TTTTOT rTOT- ?TOt 37T TO^T fe TOfcm rTOT TOTT^Ji:- TOTO TO ^ TOfe TO n?jTO TO 

nwp? r$TO TO mTtiRh fe* TOTO feq TOn nnTO fetffe ?wt tor tot ^ttot TO TO 

TOfer TO ^ TOT TOT ^T%q I fe RThTO Ft, TO TOTOT TOrTT ^TT TO feWT TO fen 
TOI 

ii. fedWUfed (TO) fefeJT:- M 4, TOfeTO TO TO TO TfF % TO ffe TO 
feq i to TOTOr TO ffe feTO TO TO nfe anfe % TOtth (to to TO TOnr feTOTOfTOq) 
fe3nTOfeTOqfe^TOnq4ffeTOTOfe fefenfero TO? to toTOpt TOfeTO TO 
^TO TO fefenTO TOfe TO TOfe nTOTO TOt feTO tott fefer TO i 

iii. fen Cqqf) TO? t4ffe (^jr) fTO 'iTOsm:- TO TO - ^ ^ TOTOTOfer TO? toto TO 

fefe fe TO t fero crto fe wren qfe n|fe 11 fefe %tr fer 
% Bfen feRrn 3IWH ^TT 3^^ ^ TO^§f fe ffefefelTOeT 

srofef ^fenT ^q ferrfe ifen tot i 

iv. 3fe fe fe ife^r 4 3TO feTFR ^ffer:- ^ J !d fe TOT fefe fefe 

fe ^ ffecT ^ fenfe fen to i 

v. qfew % fen ^tt mq nq fefe toTO ^fe TOq i tot ^ nfe fet fe 

^cfe W few fen TOT .1 ffe 3#rffe, TO Tfe fero feRrTT 

fefeft % fefer "4 ^ wn fe (^ten 3 tot fe4) % ^mn ^4 fefe wfe % 

nfefe fefe fe % TOn w to fe ifefefetfeer fern fen tot TOq i 
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'Sfafa ft ^ emRRft ^hi hm EEtnrak 

^% fair % SRR m ^TeHT ^l%T I 3 ^ XTR^ ^ ^ WZ&fotf 

^t < r^ % w w 3=r% trTT^nf^ aftr wr RTrcfe % fai* 

^r ^ i w e%t % wi 3tnf aftr ee %W1m1 e%ut afaRsifacr atnf % 

^»r eye4er^ ^i#e i R*ft fencer yftddi Eft jpffth (feft Eft e4R?tt) Eft Rtf^rft % far* 
^ ^)eM4<*el E%R tor ^THT ^ifetT | 


(TEE TTTJEE fe?TR Tlf?E) Rtepftf % TEE % ^ ^ afaR* ETC# 

Fsiftr w terse er^ tteeI arEfa % aiETftTRft feT «te *nft ^ Egsrf Eft 
^hI ^n%tTi crater wit sftr a>dqft e^t AEftrEftfw Rf^u[ % ttte test 
wit Etf e^ih *ft e4 fRtt et%i* i Eft ipr ^r^jaft % amf aftr 3*TEft % TRPeT arEET 
ftETftWTft q^c^H 3TO^T 3#5ffKT % ^E^per TCfmT ^ iqn?r^5yt ^qferef^ 

Eft EftE>E W ftq ^ ETrft E?J3ft % wit 3TR 3EEft E^ f^ ft q ftet l4 Wej t^tjt *ft 
^ ElfeiJ I ^rft 3^, TI*ft EE ftTeftqldltalWl ErftTE ^ ftfETEEEl EE EET eFfift 
ETR^TJETT^TTl 


TftrfaE 


faEHM Efr^E 

ft'TOTf T mRci^I ^ Tjf^rT EM EF3 wft fEEE Eft $r4)h EE^ft % EEMEE, ftR tf^aft Eft 
e%pe v fftaftr fti* ett% qicil sraiE Eft TPnnfET % emie Mee EEeft % 41 Rid tut ^ttet t, 
^E^3f^ETlOT%ET^HT^nfelT| 


STSTOE 


^HlHcdf ^K hi Hell SECRET Wg$t ^Tf % 3T^TTT 


ETftw>l "#.:!- 


3ftwtrmr aREEREfrE? aftEf^^^ETf^ titter 
_ f^YITf^T 
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3#f=m, 1940 eft 
afjqsft ^ (1) % 
^FSf R%?T 







(n) aftafa ST 

TTORFT RPTlft 

arfafWT, 1940 eft 
NTCT 3 (<?0 4 
*MI<jf?Hftsld TT 

3^t^ft ^ ' 5 n^ 

/?Rk 3 

cRt% 4 

MftcIriH (3T1%T ^ft 
sSl^) 

TPST % 

3FpTR 


3T^Td 

y<dcft <R 
3TTmfcT 

artfacT 

atffocT 

III. I aftr II % 

-Mtvin 'T 3n^ «ud 
3?Wfl W 3TJ«nf?W 
VTTcfa HPTdCTTcH 

3T^TRTt ^ 

^pfAr % 
3RJRR 

3T^Tff 

R? 

artf^TT 

ap%?T 

IV. RTTcT^ft mi?;m1 % 3RF 

r^r ^niuRd 


TRT % 

3T^TR 

TRT % 


3T^%cT 

3^fe?T 

Wf%rT 

(3>) R ^M^T?T 

aHlMl^d 4> 

(g>l) A 



3RTftfacT*$ 

3T^%?T 

3T^%?T 

SPTfecT 






3T^fef?T 

artfecr 



*RJT 


3[A%?T 

3T3%?T 

3T^%?T 

anfanr: ^iQfe?r 

3TTT : 3T^T?T 
tpran?: a^rr^ferr 

* : afoffer cfa W^ ariw ?t aft? 3RRTT faqicKiai WrTFT ^Tc% Pd^HM 

aft? ^?tt «*§ #fer rRw III ^ Rpfe q^it ^ft ARht xrtjt II % ajwR armfe ?T rfi 
3T^fe?TW W1TI 

$ : 3Ttafa aft?5TCTRR WT# 3 JWrRT, 1940 ^ft 3RJ*jqt T 
ifed rft ^ 3^rT HHT ^TTRPT1 


^TTcT 4 T*T**R£ 3ftq«if 3^T 3T^T UNmRcK 3|HW *JT 4qiRi«t> ^r| SJ^frT % 

IcH* MSI % W*tjrl Rt»lJ ^ cflci 3ilct>4 


1. 


UWMHI 
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%TfTq witiffeni 


it snffe, ftrar, ^rsi^ifecn% 3 ^wr ?W i ^ ^ ^3 ’^ n ' 

# t twi Mi % mm spt 3<ra«i Timite ^Ri % arp* ^ ^ 


3 nnifn^ 


3.1w 
3.2 Mw 


J HUM 


feH ftWT 3TTg^ >H T) 

nfenqq>nl 

l<=tqH <*>i4 


4 fSTO 3TRS1 (W 3<lciyq<Hril) 

4.1 qq-fe4 

4.2 wfeT'iftqfelcWdl (3^J^ont%3^?lT) 



iiitni 


9 ^JH I ^jM f d | im (ar^ift aft? rerita Mim)" 


[U %. 11022/10/2007(37T^f)] 

_ft * - T- . f* 

qt. 3TFR, ^HNq 


: TJeT ftfe! ^ afejqqr WT T^F-28-1 0/45-qq(I), cTR^ 21 1945 % cf^rT 

'iqq ^ Mchiftm fen qm «n 3fo q?qr?fef q^ifer ft*qifer sffejqqT TFsqfe % s*kt 


.fq. 755 (3?) cTR^sT 23.10.2008 
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ministry of health and family welfare 

(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy) 

NOTIFICATION 

New Delhi, the 24th December, 2008 

G.S.R. 893(E). —The following draft of certain rules further to amend the 
Drugs and Cosmetics Rules, 1945, which the Central Government propose to 
make rules, in exercise of the powers conferred by section 33-N of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), is hereby published for the information 
of all persons likely to be affected thereby and notice is hereby given that the 
said draft rules will be taken into consideration after the expiry of a period of 
forty five days from the date on which copies of the Official Gazette in which 
this notification is published, are made available to the public; 

Objections or suggestion, if any, may be addressed to the Secretary 
(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and 
Homoeopathy) (AYUSH), Ministry of Health and Family Welfare, Indian Red 
Cross Society Building, New Delhi-110001; 

Any objection or suggestions, which may be received from any person 
with respect to the said draft rules within the period specified above will be 
taken into consideration by the Central Government. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics (4 th Amendment) 

Rules, 2008. 

(2) They shall come into force after the expiry of forty five days from the 
date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, after rule 169, the following rule 
shall be inserted, namely: - 
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GUIDELINES FOR EVALUATION OF AYURVEDA, SIDDHA AND 
DRUGS AND OTHER TRADITIONAL MEDICINES OF INDIA 

PRODUCTION 

the past decade there has been renewed attention and interest in the use of 
il medicine globally. In India, 65% of the population in rural areas use 
a and medicinal plants to meet their primary health care needs. In China, 40% 
opulation, in Chile 71% of the population, and in Colombia 40% of the 
m, have used such medicine. In developed countries, traditional, 
lentary and alternative medicines are becoming more popular; in India the 
:are services through AYTJSH (Ayurveda, Yoga, Unani, Siddha and 
pathy) systems of medicine are being successfully provided through a huge 
of registered practioners, hospitals, dispensaries, manufacturing units, 
tduate and Post graduate Colleges, in view of the substantial growth of 
a, Siddha and Unani (ASU) drugs (hereinafter referred to as the ASU drugs), 
aditional medicine (hereinafter referred to as the ASU drugs) and the 
sutical industrial sector. The purpose of the guidelines are the developed 
logies for records and valuation; improve quality, value of research, 
l appropriate evaluation methods to facilitate the development of regulation 
stration in Ayurveda, Siddha, Unani and other traditional medicines in a 
lanner and also to facilitate to promote health understanding of these drugs. 

lese guidelines are intended to serve as a reference source for research 
, registered medical functionary, Ayurveda, Siddha and Unani drugs 
manufacturers and health authorities. 


B. CATEGORIZATION OF AYURVEDA , SIDDHA AND UNANI DRUGS 
AND O' 'HER TRADITIONAL MEDICINE IN INDIA 

I. Ayurveda, Siddha and Unani drugs 


A. Manufactured in accordance with formulae as per the definition given in 
olause (a) of Section 3 of the Drugs and Cosmetics Act, 1940. 

B. Ayurveda, Siddha and Unani drugs to be used for new indication. 


II. Pater t or Proprietary Ayurveda, Siddha and Unani drugs 

(A) Drugs containing ingredients of formulations as defined under patent or 
proprietary medicine, under clause (h) of section 3 of the Drugs and 
Cosmetics Act, 1940. 

(B) Drug with any one of the ingredients of Schedule E (I) mentioned under Rule 
6 of the Drugs and Cosmetics Act, 1940. 

(C) Any change in composition, dosage form and route of administration (except 
larenteral) of Ayurveda, Siddha and Unani drugs as described in clause (a) of 
! Section 3 of the Drugs and Cosmetics Act, 1940. 

III. Indian Ethno-medicines based drugs not covered under Categories I and II 







[*rmn-^Fg3(i)] 
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IV. Medicines based on extracts of medicinal plants of India 

(A) Aqueous for indication as per text 
(Al) Aqueous for new indication 

(B) Hydro-ethanolic 

(C) Other than A, Al and B 

GUIDELINES FOR PRE-CLINICAL SAFETY EVALUA TION FOR A YUR VEDA, 
SIDDHA AND UNANI DRUGS AND OTHER TRADITIONAL MEDICINE IN 
INDIA 

-■ , / 

The following guidelines are recommended for pre-clinical safety evaluation for ^ 
Ayurveda, Siddha and Unani drugs and other Traditional Medicine in India. The 
requirements for the various categories are provided in the table no. 1. 


D, SUB-CHRONIC TOXICITY TESTS 

(1) Duration: - Sub-chronic toxicity studies for 2 -12 weeks should be conducted. 

(2) Animal species: - Rats should be used for conducting the sub-chronic toxicity 
studies. Non-rodents may be used as per requirement. 

♦ 

% 

(3) Sex: - Both males and females should be used. 

(4) Number of animals: - Five rats (two non-rodents, if required) of each sex 
should be used for each dose level. 

(5) Route of administration: - The expected clinical route of administration 

should be used. - * 

t 

(6) Dose levels: - At least three different dose levels should be used - therapeutic 
dose, one higher than that which produces overt toxicity and one sub- 
therapeutic dose. All studies should include a vehicle control group of test 

animals. 

(7) Observations and examinations: - Observations and examinations should be 
performed on the following items from (i) to (ii). 

L General signs, body weight and food and water intake: - For 411 

experimental animals, the general signs should be observed daily and body 
weight and food intake should be measured periodically. If useful, water 
intake should also be determined. 

ii. Haematological examination: - For rats, blood samples should be taken 
before autopsy. For non-rodents, blood samples should be taken before the 
start of drug administration, at least once during the administration period 
(for studies of longer than one month), and before autopsy. For both 


S"0 HU C.\ ^ 
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hematological and blood chemistry examinations, it is desirable to include 
as many parameters as possible. 

. Renal and hepatic function tests: -Since the liver and kidneys are the 
usual organs of metabolism and excretion, potentially toxic agents easily 
affect them; their functions should be monitored in sub chronic toxicity 
studies preferably using biochemical parameters and histopathological 
studies. 

Other function tests if appropriate: - ECG, visual and auditory tests 
should be performed, if relevant. 

Animals found dead during the examination should be autopsied as soon as 
possible. A macroscopic examination should be made of organs and tissues. 
In addition, where possible, organ weight measurements and 
histopathological examinations should be performed in an attempt to 
identify the cause of death and the nature (severity or degree) of the toxic 
changes present. 

In order to maximize the amount of useful information that can be obtained 
during the administration period, all moribund animals should be sacrificed 
rather than allowed to die. Prior to sacrifice, clinical observations should be 
recorded and blood samples collected for hematological and blood chemical 
analysis. At autopsy, a macroscopic examination of organs and tissue and 
measurement of organ weights should be recorded. A full histopathological 
examination should be performed in an attempt to characterize the nature 
(severity of degree) of all toxic changes. 

. All surviving animals should be autopsied at the end of the administration 
period or of the recovery period after taking blood samples for 
hematological (including blood chemistry) examinations; organs and tissues 
should be examined macroscopically and organ weights measured. 
Histopathological examinations of the organs and tissues of animals 
receiving lower dosage should also be performed, if changes are found on 
gross or macroscopic examination of their organs and tissues of these 
animals or if the highest dose group reveals significant changes. On the 
other hand, histopathological examination of all rats will further improve 
the chances of detecting toxicity. 

Recovery from toxicity 

In order to investigate the recovery from toxic changes, animals that are 
allowed to live for varying lengths of time after cessation of the period of 
administration of the test medicine, should be examined. 
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F. GENOTOXICITY STUDIES 


As per Schedule Y on a case-to-case basis. 


Table No: 1 - Guidelines for Clinical Evaluation of ASU Drugs and Other TM in India 

Category 

Ingredient 

(s) 

Indication 

(s) 

Safety 

data 

Experience/ Evidence of Efficacy 

Published 

Literature 

Pharmaco 

-logical 

profile 

Clinical 

Evaluation 

L ASU Drugs ___,__ 

(A) ASU drug 

manufactured in 

accordance with the 
definition given above. 

As per text 

As per text 

NR* $ 

R 

NR 

NR 

(B) ASU drugs to be 
used for new 

indication 

As per text 

New 

NR* 1 

R 

1 

_ 

IR 

R 

II. Patent or Proprietary drugs 

(A) Drug with the 
ingredients of 
formulations as 
defined under 
proprietary medicine. 

As per 
text 

Textual 

Rationale 

NR* 

$ 

Ingredients 

based 

IR 

R 

(B) ASU drug with any 
of the ingredients of 
Schedule E (1) of 
Drugs and Cosmetics 
Act, 1940. 

As per 
text 

New 

R 

Ingredients 

based 

R 

R 

(C) Any change in 
composition/ dosage 
form/ route of 

administration (except 
parenteral) of ASU 
drugs as described in 
section 3 (a) of Drugs 
and Cosmetics Act, 
1940. 

As per 
text 

New 

R 

Ingredients 

based 

R 

R 

III. Indian Ethno- 
medicines based 
drugs not covered 
under Categories 
1 and II 

As per 
practices 

As per 
usage 

R 

If available 

R 

R 
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based on extracts of Medicinal Plants of India 



(A) Aqueous 


(Ai). Aqueous 


As As 

(B) Hydro-ethanolic , specific 

spec i tied ^ 

, A! and As ^ S _ 

, specific 
specified r 


R 

IR 

IR 

R 

R 

R 

R 

R 

R 

R 

R 

R 


if intended human use is more than three months and or there are reports 

suggesting 

toxicity or when larger multicentric Phase III trials is subsequently planned based on the 
results of 

Phase II s udy 

$ : Required f the formulation contains any of the ingredients as specified in the Schedule E 

(1) of the Drugs and Cosmetics Act, 1940. 


REQUIRED TO BE SUBMITTED WITH APPLICATION FOR 
SSION TO CONDUCT CLINICAL TRIALS ON AYURVEDA, 
SIDDHA AND UNANI DRUGS AND OTHER TRADITIONAL 
INE IN INDIA 


iiirii 


option of the medicine/formulation(s) and the therapeutic uses. 

ition on the formulation (s) 

omposition 

•osage form 

ationale with relevant references 
lethod of Manufacture 
tandardization Parameters 

he parameters shall be as per the Ayurveda, Siddha, Unani 
harmacopoeia. Where the tests are not available, the test should be 
^rformed according to the manufacturer's specifications or other 
athentic information available. 

mtal Pharmacology (as the requirement may be) 


;ral pharmacological actions 
:ific pharmacological actions 
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4. Safety data (as the requirement may be) 

4.1 Sub-chronic 

4.2 Genotoxicity if required (as per Schedule Y). 

5. Investigator brochure 

6. Protocol 

7. Case Report Form 

8. Patient Information Sheet 

9. Informed consent form (English and local language) ” 

[No. K. 11022/10/2007-DCC (AYUSH)] 
B. ANAND, Jt. Secy. 


Footnote: The Principal rules were published in the Gazette of India vide 
notification number F. 28-10/45-H(I), dated the 21 st December, 1945 and 
subsequently amended vide notification number: - 

(1) GSR 755 (E) dt. 23.10.2008 
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